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Dear Mr. Weller:

FDA has conducasd two recent inspections of your Eau Claire, WI,
infant formu2a pr~cessing plant.

The first inspection, conducted m August 21-22, 1996, was in
response ta you” firm’s recall of Also soy formula, 13 fZ. oz.

xconcentrated liquidf duo to CMSCZW-C 8s botwaan thm lid and
product labels.

The second PDA inspection was conducted an October Z5-28, 2996,
and included an investigation covering the circumstances
surrounding your firm’s recall of Fdlow-lJp ready-to-feed (RTF)
liquid infant formula.

Both inspections reveal serious deficiencies which cause both of
the referenced formula pr-ucts processed at your Eau Claire
facility to be adulterated within the meaning of Section
402(a)(4) and 412(d){l) of the Federal Food, Drug and Cosmetic
kt (the Act) as follows:

UsQxL TM manufacturing of the infant fezmula undex
conditions which perndtt-d the use of the wrong
lid caused the Alsoy concentrate infant formula to
be adult*=ated under Section 402(a)(41 b@ca~@ it
was preparad under i.nsanitq conditions whereby
it may have bean rendesed injurious to health.
Concentrated fomala fed as diluted read-to-feed
fozmla may rasult $n ~fe-threatening dehydration
amd hypernatremia (water ddiciancy and incrgased
blood SOdiUm) Xnfants fed this cmxmntrated
formula without normal dilution will develop
hypertoniclty and may dcvclo symptoms such as

Ldiarrhea, cramping and vomit g.
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Holding the product for extended tlam periods at
temperatures in excess of that specified in the
operating procedures, without evaluating tho
effects of this daviation oa the safety and
suicabiJmity Of tlm product and tha qudi

7
and~or

availability of Its nutrients is a dsviat an from
Title 21 of the Codu of Xedaral Rogulationa (CFR),
p- 106.30(c) and Section 412(d) (1) of the Act.

The kldiag of this product for extended periods
of time at could .llso create a condition that
would create a likelihood that ataphyl~eoccal
entarotoxia could tom and thcafore tha product
may become injurious tff health, [402(a)(4)].

The above cited doviatioas are not titended to b. all-inclueiva.
W* acknowledge rece@t of writtm mSpOases @tar both
inspections addressing our investigates’ obuarvatioas. Tha
lattez’s will ba made p- Qf yO= CO- file and the promised
corrections will be vmified during our n- iaspaction.

In addition, we recent~y received a letter from Grag Pincar, Vita
President-Operations, requesting a maetiag to further discuss the
issues. We am currently in tha process of azzangiag a mutually
euitable meeting date.

YOU should notify this office in writing within M working days
of receipt of this letter of the steps you have taken to bring
your firm iato cempliaace with the law. Your response should
include an explanation of each step being taken te cor%eot the
violations and prevent their racuxzence. If corrective action
cannot be completed within 15 working days~ stat8 the raaem for
tha delay and the data by which the corractioas will bs
complelxd. l~chdo COpi9S Of any avdhbh dGCO=entatiOB
demoastsasing that corrections hava be- made. We will include
th~ minutes of tha upco-g meeting along with your written reply
as the official response to this latter.
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YGUr reply should b- diractd to Compliance Officer Walter L.
Stauffacher at tie address indicated e tlm let%arhead,

Siacerely ymrst
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